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Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claim 1-1 1 and 23, drawn to an isolated nucleic acid molecule, vector,host 
cell and recombinant method of protein production, classified in class 435, 
subclass 252.3. 

II. Claim 12-18, drawn to protein, classified in class 435, subclass 226. 

III. Claim 19-22, drawn to antibody to protein of Group II, classified in class 
530, subclass 387.9. 

IV. Claim 24-26, drawn to a method for detecting the presence of a 
polypeptide of claim 12, classified in class 435, subclass 7.1. 

V. Claim 27-29, drawn to a method of detecting a nucleic acid molecule of 
Group I classified in class 435, subclass 6. 

VI. Claim 30-33, drawn to a method for identification a compound that binds 
to a polypeptide of Group II, classified in class 435, subclass 4. 

VII. Claim 32, drawn to a method for modulating the activity of a polypeptide of 
Group II, classified in class 435, subclass 23. 

VIII. Claim 33, drawn to a method for identifying a compound which modulates 
the activity of a polypeptide of Group II, classified in class 435, subclass 
23. 

The inventions are distinct, each from the other because: 
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Inventions of Group I, II and III are independent chemical entities having different 
structure biological functions and effects and, therefore, require separate search in the 
patent literature and publications. 

Inventions of Group I and IV are unrelated. Inventions are unrelated if it can be 
shown that they are not disclosed as capable of use together and they have different 
modes of operation, different functions, or different effects (MPEP § 806.04, MPEP § 
808.01). In the instant case the different inventions are: Group I, i. e. to DNA encoding 
the metal loprotease and related subjects, and the method to detect said 
metalloprotease using, for example, specific antibody. Therefore, inventions of group I 
and IV are incapable of use together, i.e., they are unrelated. 

Inventions of Group I and V are unrelated. Inventions are unrelated if it can be 
shown that they are not disclosed as capable of use together and they have different 
modes of operation, different functions, or different effects (MPEP § 806.04, MPEP § 
808.01). In the instant case the different inventions of Group I, i. e. expression of DNA 
in a transformed cell to produce a protein, and V, i.e. detection of said DNA by 
hybridization to an appropriate probe, have different modes of operation, functions and 
effects. Therefore, inventions of Group I and V are incapable of use together, i.e., they 
are unrelated. 
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Inventions of Group I and V are unrelated. Inventions are unrelated if it can be 
shown that they are not disclosed as capable of use together and they have different 
modes of operation, different functions, or different effects (MPEP § 806.04, MPEP § 
808.01). In the instant case, invention of the product of Group I, i.e. DNA cannot be 
used with the method of detecting the presence of the polypeptide which it encodes. 

Inventions of Group I and VII are unrelated. Inventions are unrelated if it can be 
shown that they are not disclosed as capable of use together and they have different 
modes of operation, different functions, or different effects (MPEP § 806.04, MPEP § 
808.01). In the instant case the different inventions of Group I, i. e. expression of DNA 
in a transformed cell to produce a protein, and VII, i.e. a method for modulating the 
activity of a polypeptide of Group II, have different modes of operation, functions and 
effects. Therefore, inventions of Group I and VII are incapable of use together, that is 
they are unrelated. 

Inventions of Group I and VIII are unrelated. Inventions are unrelated if it can be 
shown that they are not disclosed as capable of use together and they have different 
modes of operation, different functions, or different effects (MPEP § 806.04, MPEP § 
808.01). In the instant case the different inventions of Group I, i. e. expression of DNA 
in a transformed cell to produce a protein, and VIII, i.e. a method for identifying a 
compound which modulates the activity of a polypeptide of Group II, have different 
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modes of operation, functions and effects. Therefore, inventions of Group I and VIM are 
incapable of use together, i.e., they are unrelated. 

Inventions of Group II and IV are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1) 
the process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case, invention of 
Group II, metalloprotease, may be used with a materially different process than its 
detection. For example, it may be used to perform catalysis in biochemical reaction for 
which it is specific. Thus, the invention of Group II and IV are distinct. 

Inventions of Group II and V are unrelated. Inventions are unrelated if it can be 
shown that they are not disclosed as capable of use together and they have different 
modes of operation, different functions, or different effects (MPEP § 806.04, MPEP § 
808.01). In the instant case the invention of group II, the protein, a metalloptrotease, is 
unrelated to the method of detection of DNA as claimed in Group V. Both inventions 
are disclosed as not capable of use together, and are therefore distinct. 

Inventions of Group II and VI are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1 ) 
the process for using the product as claimed can be practiced with another materially 
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different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case the product 
claimed in group II may be used in the process different than a method of group VI, i.e. 
identifying a compound which binds to the product. For example, the product, being an 
enzyme, may be used to perform catalysis in biochemical reaction for which it is 
specific. Thus, the inventions of Group II and VI are distinct. 

Inventions of Group II and VII are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1 ) 
the process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case the product 
claimed in Group II, the enzyme, may be used in the process different than a method of 
Group VII, i.e. modulation of its activity. For example, it may be used for production of 
antibody. Thus, the inventions of Group II and VII are distinct. 

Inventions of Group II and VIII are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1 ) 
the process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case the product 
claimed in Group II, the enzyme, may be used in the process different than a method of 
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Group VIII, i.e. identifying a modulator of the enzyme activity. For example, it may be 
used for precipitation with its antibody. Thus, the inventions of Group II and VIII are 
distinct. 

Inventions of Group III and IV are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1 ) 
the process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product (MPEP § 806.05(h)). In the instant case, the invention of 
Group IV, the method of detection of enzyme, may by practiced by detection of the 
biochemical reaction the enzyme catalyses, and not by precipitation of the enzyme with 
its antibody. Thus the inventions of Group III and IV are distinct. 

Inventions of Group III and V, VI, VII, VIII are unrelated. Inventions are unrelated 
if it can be shown that they are not disclosed as capable of use together and they have 
different modes of operation, different functions, or different effects (MPEP § 806.04, 
MPEP § 808.01). In the instant case the invention, the antibody against 
metalloprotease is unrelated to the methods of Group V-VIII, i.e. method of detecting 
the presence of DNA encoding metalloprotease, the method for identifying a compound 
which selectively binds to metalloprotease, the method of modulating of the activity of 
metalloprotease, a method for identifying a modulator of activity of metalloprotease. The 
considered inventions have different functions, modes of operation and effects, and are 



Application/Control Number: 10/050,216 
Art Unit: 1652 



Page 8 



not capable of use together. The inventions of Group III and V-VIII are all different from 
each other. 

Inventions of Group IV, V, VI, VII and VIII are unrelated. Inventions are unrelated 
if it can be shown that they are not disclosed as capable of use together and they have 
different modes of operation, different functions, or different effects (MPEP § 806.04, 
MPEP § 808.01). In the instant case the invention claimed in Group IV, the method of 
detection of metalloprotease is unrelated to the methods of Group V-VIII, i.e. method of 
detecting the presence of encoding DNA, the method for identifying a compound which 
selectively binds to the enzyme, the method of modulation of the activity of said 
enzyme, a method for identifying a compound that modulates the activity of said. The 
considered inventions have different functions, modes of operation and effects. For that 
reasons they are not capable of use together. The inventions of Group IV and V-VIII 
are, therefore, all distinct from each other. 

Inventions l-VIII are distinct for the reasons given above and have acquired a 
separate status in the art. Because of their recognized divergent subject matter and/or 
different classification and required searches, restriction for examination purposes as 
indicated is proper. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
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remaining in the application. Any amendment of inventorship must be accompanied by 
a petition under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .1 7(i). 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Malgorzata A. Walicka, Ph.D., whose telephone number 
is (571) 272-0944. The examiner can normally be reached Monday-Friday from 10:00 
a.m. to 4:30 p.m. If attempts to reach examiner by telephone are unsuccessful, the 
examiner's supervisor, Ponnathapura Achutamurthy, Ph.D. can be reached on (571) 
272-0928. The fax phone number for this Group is (571) 273-0937. 

Malgorzata A. Walicka, Ph.D. 
Patent Examnier 
Art Unit 1652 




